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1. This report is the international preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. 



This REPORT consists of a total of . 



7 sheets, including this cover sheet. 

This report is also accompanied by ANNEXES, comprising: 

[j^ (sent to the applicant and to the International Bureau) a total of 



sheets, as follows: 



I I sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
and/or sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

I I sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

(sent to the International Bureau only) a total of (indicate type and number of electronic carrier(s)) 

, containing a sequence listing and/or tables related thereto, in computer 

readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Administrative Instructions). 



4. This report contains indications relating to the following items: 



I2SI 


Box No. I ] 


□ 


Box No. 11 ] 




Box No. m 1 


□ 


BoxNo.rV 




Box No. V 




Box No. VI 


□ 


Box No. VII 




BoxNo. Vm 



Basis of the report 
Priorily 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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International application No. 

PCT/JP2003/008400 



Box No. I Basis of the report 



1. With regard to the language, this report is based on the international application in the language in which it was filed, unless 
otherwise indicated under this item. 



□ 



This report is based on translations from the original language into the following language , 
which is language of a translation furnished for the purpose of: 

I I international search (under Rules 12.3 and 23. 1(b)) 

I I publication of the international application (under Rule 12.4) 

I I international preliminary examination (under Rules 55.2 and/or 55.3) 



2. With regard to the elements of the international application, this report is based on (replacement sheets which have been 
furnished to the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report): 

The international application as originally filed/furnished 

the description: 

pages _^ , as originally filed/fiimished 

pages* 

pages* 



□ 



received by this Authority on 
received by this Authority on 



□ 



the claims: 



pages* 

pages* 
pages* 



, as originally filed/fiimished 

, as amended (together with any statement) under Article 19 



received by this Authority on 
received by this Authority on 



I I the drawings: 
pages 



, as originally filed/fumished 



received by this Authority on 
received by this Authority on 



I I a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3. The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 



I I the drawings, sheets/figs 

I I the sequence listing (^j;7ecOJ{^: 

I I any table(s) related to sequence listing (specify): 



4.n 



This report has been established as if (some of) the amendments annexed to this report and listed below had not been 
made, since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box 
(Rule 70.2(c)), 

I I the description, pages 

I I the claims, Nos. 

I I the drawings, sheets/figs 



I I the sequence listing (SrpeciJS^): 

I I any table(s) related to sequence listing (specify): . 



* If item 4 applies, some or all of those sheets may be marked "superseded. " 
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icmal q^lication No. 
PCT/JP03/08400 



Box No. m Non-esteblishment of opinion witli regard to novelty, inventive step and industrial applicability 



□ tiie entire international ^plication. 



claims Nos. 



because: 



the said international application, or the said claims Nos. 9 

relate to the following subject matter which does not require an international preliminary examination (specify): 

The subject matter of claim 9 relates to methods for treatment of the human body by therapy, which does 
not require an mternational preliminary examination by the International Preliminary Examining Authority : 
accordance with PCT article 34(4) (a) (i) and Rule 67.1(iv) /^umoriiy 



m 



|~l *® descrq)tion. claims or drawings (indicate particular elements below) or said claims Nos 
are so unclear that no meaningful opinion could be formed (specify): 



I — I the claims, or said claims Nos. 

I — I by the description that no meaningful opinion could be formed" 



no international search report has been established for said claims Nos. 



_ are so inadequately supported 

9 



the written fonn Q has not been furnished 

does not comply with the standard 
the con^>uter readable form Q has not been furnished 

does not comply with the standard 

□ Ae tables related to the nucleotide and/or amino add sequence listing, if in computer readable foim only do not conmlv with 
the technical requirements provided for in Annex C-6& of the Admi^strative Instructions. ^ ^ 

see Supplemental Box for further details. 
Form PCT/IPEA/409 (Box No. m) (January.2004) 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicabOity; 

J citations and explanations snpporting such statement 


1 1. Statement 

1 Novelty (N) 


Claims 


YES 




Claims 


1-8 NO 


Inventive step (IS) 


Claims 


YES 




Claims 


1-8 NO 


Industrial applicability (lA) 


Claims 


1-8 YES 1 




Claims 


NO 1 









I-^). 3> Oc««r. .995 C3I.10.95). «to 6oc^ 

{(Documents 1 and 2 are both cited in the ISR.) 
1(1) 

Document 1 (pages 5 and 6. Example 4) describes liquid medicine compositions for external anolication 
linl^Lnte^d':^^^^^ 7^"*^*^ '""^ compositions contain iclofenac oTt^SLrS 

LhStf ?' ^ * ' P-^opylene glycol, propylene glycol mono oleate, and polyoxyethylene lamyl ether Sese 

Iview otdoc^Sfl "^"^"^ "^"^ ^^""^ ^° "^^^ "PP^" *° ^ °^ *° inventive step in| 

lannlicS'Sh °" cr^ agents by mixing the above-mentioned compositions for external 

So, the subject matter of claim 8 does not appear to involve an inventive step in view of document 1. 
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Box No. VI Certain documents cited 



International application No. 

PCT/JP03/08400 



. Certain published documents (Rule 70.10) 



Application No. 
Patent No. 



JP 2003-93152 A 
[E,X] 



Publication date 
(day/month/year) 



02.04.2003 



Filing date 
(day/month/year) 



26.09.2001 



Priority date (valid claim) 
(day/month/year) 



2. Non-written disclosmes (Rule 70.9) 

Kind of non-written disclosure 



Date of non-written disclosure 
(day/month/year) 



Date of written disclosure 
referring to non-written disclosure 
(day/mofMyear) 



Form PCT/IPEA/409 03ox No. VI) (January 2004) 



International application No. 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY PCT/JP03/08400 



Box No. Vm Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
I supported by the description, are made: 

The defining expression, "comparatively highly Hpophilic," contained in claim 5, which refers to an 
lunclear degree of lipophilicity, makes the sxibject matter of the said claim unclear. 
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International application No. 
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I Supplemental Box 

In case the space in any of the preceding boxes is not sufficient 
Continuation of. V.2 

r Document 2 (Examples 4-10) describes cream medicine compositions for external application that are 
well absoS"lnsS3y, wheriin the said conq>ositions contain ^5-Wj(acetOKya^jau^)-4- 

Crobenzonitrile as an active ingredient, and also, propylene glycol, sorbitan ^^^^^ , 

polyo^^Sfe lauryl ether (thefe three are found to coxxespond to -n^on-J 

"ctrgfS^Sparations by mixing agents of the above-mentioned cor^sitions with commo^Y -ed| 
supplem^ Sediente such as a^ appropriate solvent additionally as requnred would be merely a change of | 
dosase forms lhat a person skilled in the art could make as requured. 

Idosage forms a p^^ ^^^^ ^ ^ ^^^^^^ ^ .^^^^^^^ ^^^p ^ of document 2. 
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